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REMARKS 

By this amendment. Applicant has amended claims 1 -5 to recite positive method 
steps and remove the term "analogue" and a typographical error from the claims. Claims 
6 and 8 have been amended to remove the terms "preventing," "analogue" and a 
typographical error from the claims. New claim 13 has been added to include where the 
medicament consists of methylphenidate and melatonin. These amendments and new 
claim 13 do not add new matter. Applicant respectfully requests entry of these 
amendments and allowance of the pending claims. 

Rejection Under 35 U,S,C. S 112. First Paragraph; Enablement 

The Examiner rejected claims 6-9 under 35 U.S.C. §112, first paragraph for 
allegedly failing to comply with the enablement requirement. Applicant respectfully 
traverses this rejection. 

To establish a prima facie case of non-enablement, the Examiner has the burden 
of showing that the application does not teach how to make and use the claimed 
invention. In re Wright, 999 F.2d 1557, 1562 (Fed. Cir. 1999). Applicant respectfully 
submits that the Examiner has not met the burden. 

While the Examiner concedes that the specification does provide enablement for 
treatment of ADHD, the Examiner alleges that the specification does not enable 
prevention of ADHD. Applicant respectfully disagrees with the Examiner and submits 
that the specification fully enables prevention of ADHD, as welL Nevertheless, to 
advance prosecution and without acquiescing to the Examiner's rejection, Applicant has 
removed the term "prevention" fi-om the claims. Accordingly, Applicant submits that the 
specification fully complies with the enablement requirement and respectfully requests 
withdrawal of this rejection. 

Rejections Under 35 U.S.C. 112, Second Paragraph 

The Examiner rejected claims 1-5 for not setting forth positive steps in the claims. 
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The Examiner also rejects claims 1-9 as allegedly being indefinite for reciting the term 
"melatonin analogue" or "analogues of such hormones" or "analogues of such 
phytohormones." 

Applicant respectfully disagrees with the Examiner. However, solely to expedite 
prosecution and without acquiescing to the Examiner's rejection, Applicant has removed 
the terms "melatonin analogue" or "analogues of such hormones" or "analogues of such 
phyto-hormones" from the claims. Applicant has also amended claims 1-5 to further 
recite positive steps in the recited methods. Thus, these rejections are now moot and 
Applicant requests reconsideration and withdrawal of this rejection based on 35 U.S.C. § 
1 12, second paragraph. 

Rejection Under 35 U,S.C. S 101 

Claims 1-5 are rejected under 35 U.S.C. §101 as allegedly reciting use without 
reciting steps set forth in the process. Applicant respectfully traverses this rejection and 
submits that the claims meet the requirements of 35 U.S.C. §101. Nevertheless, to 
advance prosecution and without acquiescing to the Examiner's rejection, Applicant has 
amended claims 1-5 to recite positive method of treatment steps. Accordingly, Applicant 
respectfully submits that the claims fully comply with 35 U.S.C. §101 and requests 
withdrawal of this rejection. 

Rejection under 35 U,S.C, §103fa) 

The Examiner rejected claims 1-9 under 35 U.S.C. § 103(a) as allegedly being 
obvious over U.S. Patent No. 6,242,446 (Glatt). Applicant respectfully traverses this 
rejection. 

A prior art reference cannot render an invention obvious if the reference teaches 
away from the claimed invention. KSR International Co, v. Teleflexinc. 127 S. Ct. 1727, 
1734. Applicant respectfully submits that Glatt teaches that a tachykinin receptor 
antagonist is the primary active ingredient to be administered to treat attention deficit 
disorder (ADD). Thus, Glatt teaches away firom using as the primary active ingredients 
the combination of melatonin and methylphenidate alone (without a tachykinin receptor 
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antagonist). The transitional phrase "consisting essentially of restricts Applicant's 
claims to the specified materials or steps "and those that do not materially affect the basic 
and novel characteristic(s)" of the claimed invention. See, for example, In re Herz, 537 
F.2d 549, 551-52. Applicant's claims now recite treating ADD by administering a 
medicament consisting essentially of methylphenidate and melatonin, as these are the 
active ingredients. On a fair and accurate reading of Glatt, one of ordinary skill in the art 
would conclude that, in order to treat ADD, one must administer a tachykinin receptor 
antagonist. Thus, Glatt teaches away from using primarily methylphenidate and 
melatonin to treat ADD. Accordingly, Applicant respectfully submits that the present 
claims cannot be considered obvious and respectfully request withdrawal of this 
rejection. 

Conclusioii 

Reconsideration and allowance are respectfully solicited. 

Applicant petitions the Commissioner for a 3 -month extension of time and a 
check for $555.00 is enclosed for the required fee. No additional fee is believed to be 
due with respect to the filing this response. If any additional fees are due, or an 
overpayment has been made, please charge, or credit, our Deposit Account No. 11-0171 
for such sum. 

If the Examiner has any questions regarding the present application, the Examiner 
is cordially invited to contact Applicant's attorney at the telephone number provided 
below. 



Respectfully submitted. 




William D. Schmidt 
Registration No.: 39,492 
Attomey for Applicant 



Kalow & Springut LLP 
Telephone No.: (212)813-1600 



